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Mr. O. Lee Dempsey
president
NationalWeldingSupply, Inc.
PC) ~X 9786
New Iberia, Louisiana70562

e Dear Mr. Dempsey:

Duringan inspectionof your facility, Welder’sEquipmentCenter of NewIberia, Inc.,
locatedat 202 Deare Street, New Iberia, Louisiana,on October 7-11, 19%, our
investigatordocumenteddeviationsfrom CurrentGoodManufacturingPractic#
Regulations(CGMP). Title 21, Code of FederalRegulations,Parts 210 and211.
These deviatiotuscause ~ourproduct, medicaloxygen, to be adulteratedwithin the
meaningof Section 501(al(2)(B)of the FederalFood, Drug and CosmeticAct.

Our inspectionrevealed the followingCGMPdeviations:

1. Failure to properly calibrateth~ OxygenAnalyzerused for the assay
of Oxygen, USP, in that your firm (a) did not use ReferenceStandardOxygen
for the calibration, (b) did not zero tic Serwnex every time it Was calibrated,
(c) has no calibrationdocumentation,and (d) has no SOP for calibration
documentation;

2. Fai.!uret~ assure that appropriatetest proceduresare used for the assayof Oxy-
gen. US+P,in that tbe Certificateof Ana!ysisfor incomkg liquidoxygendoes
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not suite the Test Method used to detmn.inethe purity of this oxygeu
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3. Failure to provideCGMP trainingfor medicaloxygenf~ employees;

4. Failure to calibrate thermcmmtersand pressureand vacuumtill gauges;

5. FaiIure to have SOP for fillingmedicaloxygenreviewedand approvedby
management;

6. Failure to establishadequatebatchproductionrecords for each batchof medical
oxygen produced, in that the Daily l%mper’sLoglMcdic-aIOxygendoes not
includepressure and temperaturereadingsof the compressedoxygencyhders
being fflledor the poundsper square inchof vacuumdrawn;

The above identificationof violationsis not intendedto be an all-inclusivelist of

e

deficiuwies at your facility. It is your responsibilityto assureadherencewitheach
requirementof the GoodManufacturingPracticeRegulations. Federalagenciesare
advisedof the issuanceof all warninglettersabout drugs and devicesso that they may
take this informationintoaccountwhenconsideringthe awardof contracts.

You should take promptactionto correct thesedeviations. Failureto promptly
correct these deviationsmayresult in regulatoryactionwithoutfhrthernotice. This
may include seizureandor injunction. This warningletter will servew officialnotice
that FDA expectsall locationsto be in compliancewith the FederalFood, Dmg and
CosmeticAct.

You should notifythis office in writing, within 15 workingdaysof r=ipt of this
ktter, of the steps you have taken to correct the notedviolations,includingan
explanationof each step being taken to prevent the recttmncc of shrti!arviolations if
corrective actioncannotbc completedwithin 15 workingdays, state the reasorafor this
delay and the time withinwhichthe correctionswill be compkted.
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Your responseshouldbe directedto NicokF. Hardin, ComplianceOfficer, U.S.
Food and Drug Administration,4298ElysianFieldsAvenue,NewOrleans, Lauisiana,
70122-3848,telephonenumber (504)589-7166. Shouldyou have any questions
concerningthe contentsof this letter, or if you desire a meetingwith the agencystaff,
do not hesitateto contact Ms. Hardh.

[JJamesE. Garnet
DistrictDirector
New OrleansDistrict

a EncIosure: FDA-483

cc: Mr. MikeJ. Dempsey
VicePresident
NationalWeldingSupply,Inc.
P.o. Box9786
NewIberia, LA 70562

Mr. D. KeithMcMulhrJ
Manager
Welder’sEquipmentCenterof NewIberia, Inc.
202 DeareStreet
NewIberia, LA 70S60
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